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SUBJECT: FOOD AND DRUG ADMINISTRATION INSPECTION 

REF: JAKARTA 9772 

STATE 145345 

1 . FDA RECOMMENDS THAT, SINCE CONSULTANT TO P.T. KIMIA 
FARMA WILL VISIT FIRM IN AUGUST, INSPECTION SHOULD BE 
DEFERRED UNTIL LATER IN YEAR. THIS WILL ENABLE FIRM TO 
REMEDY ANY DEFICIENCIES CONSULTANT MAY OBSERVE. 

2. FDA ANTICIPATES INSPECTIONS IN FAR EAST (JAPAN) IN 
DECEMBER 1977. INSPECTION OF P.T. KIMIA FARMA COULD EASILY 
BE MADE AT THAT TIME. 

3. IT IS ALSO SUGGEST THAT FIRM SUBMIT A DRUG MASTER FILE 
(DMF) TO FDA IF THEY DO NOT PRESENTLY HAVE ONE. DRAFT COPY 
OF PROPOSED GUIDELINE FOR SUBMISSION OF DMF ARE BEING AIR 
UNCLASSIFIED 

UNCLASSIFIED 
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MAILED TO EMBASSY FOR USE BY FIRM. 

4. ANY QUESTIONS FIRM MAY HAVE RELATIVE TO THIS SUBJECT 
SHOULD BE DIRECTED TO: 

U.S. FOOD AND DRUG ADMINISTRATION 
OFFICE OF INTERNATIONAL AFFAIRS (HFC-40) 
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5600 FISHERS LANE 
ROCKVILLE, MARYLAND 20857 
CHRISTOPHER 
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